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(PM&S) 
PHARMACEUTICAL MANUFACTURING RESEARCH SERVICES, INC. 

prescription, it is estimated that opioids have killed over 200,000 people.45 In modifying the 
OxyContin indication without substantial evidence, the FDA helped to facilitate the launch of the 
U.S. opioid epidemic-an escalating public health crisis unprecedented in our country. 

To address these concerns, PMRS requests that the FDA immediately (i) revoke the approval of 
OxyContin's indication for "the management of pain severe enough to require daily, around the 
clock, long-term opioid treatment and for which alternative treatment options are inadequate" 
and all supporting chronic use labeling; (ii) revoke the approval of all extended-release opioids 
that are indicated for "the management of pain severe enough to require daily, around the clock, 
long-term opioid treatment and for which alternative treatment options are inadequate," and (iii) 
revoke the approval of all immediate-release opioid drug product labeling supporting the use of 
the treatment of chronic pain. 

C. ENVIRONMENTAL IMPACT 

Petitioner claims a categorical exclusion from the requirements of an environmental assessment 
or environmental impact statement pursuant to 21 C.F.R. § 25.31. 

D. ECONOMIC IMPACT 

An economic impact statement will be submitted if requested by the Commissioner, pursuant to 
21 C.F.R. § 1O.30(b). 

E. CERTlF'ICATION 

I certify that, to the best of my knowledge and belief, this petition includes all information and 
views upon which the petition relies, and that it includes representative data and information 
known to the petitioner which are unfavorable to the petition. 

Respectfully Submitted, 

III R. Thompson, President 
Pharmaceutical Manufacturing Research Services, Inc. 
202 Precision Road 
Horsham, P A 19044 

45 National Institute on Drug Abuse (NlDA), Overdose Death Rates, accessed March, 02 2017 trom 
https:llwww.drugabuse. gOY Irelated-topics/trends-statistics/overdose-death-rates 
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